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CLAIMS 
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111 . 



^>%, A method in a process for the determination of an 
an^slyte in a sample involving utilizing biospecific affinity 
5 reactions, and comprising the following steps: 

1. forRcjing a complex comprising: 

Rekctant I Analyte ' Reactant* , where 

a. Reac^i^t* and Reactant I exhibit biospecific 
affinity^to the analyte, 
0 b. Reactant*\^ analytically detectable, 

c. Analyte' is tshe analyte or an analyte related 

reactant, and subsequently 
determining the detectable signal from Reactant* in 
the complex (sample vaiAie) , and 

obtaining the amount of smalyte in the sample by 
comparing the sample value\with one or more 
calibrator values, each of whi-ch corresponds to a 
standard amount of analyte, \ 
characterized in that before the determination of the 
0 calibrator value, either (i) the calibralSspr or (ii) a binder 
for the calibrator has been bound to a matrix, and when a 
binder for the calibrator has been bound to \he matrix, 
calibrator is added or calibrator predepositea\in the matrix 
is released at the determination of calibrator v^ue, and 
5 that the matrix is insoluble in the liquid medium 3sn which 
binding of Reactant* to the calibrator occurs. 

2. The method according to claim 1, sha-i=a^^e«rZ'ed:-~rrr"that 
calibrator has been bound to the matrix before the 

0 determination of calibrator value. 

3 . The method according to claim ly e-hrarac-fere^^z- e d in t h a>t a 

A, 

binder for the calibrator has been bound to the matrix before 
the determination of calibrator value. 



t 
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The method according to claim 3^or— 3-,^ characterized in 
thaX said binder for the calibrator is one member of a 
specitsic binding pair, and that the other member of the 
specif icNbinding pair is coupled or conjugated to the 
calibrator , 




5 . The method ^cording any of 

in that the calibraKor and the an 
10 biospecif ically bind bp Reactant* 
sites . 



20 



25 




laims 1 to 4 , characterized 

te have the ability to 
via equivalent binding 



6. The uethod according t\ any of claims 1-5, 
characterized in that 

a. the matrix is a flow matriV exhibiting one or more 
calibrator zones (CZl, CZ2 , NzZ3 etc.), 

b . ( i ) each calibrator zone compisises calibrator in an 
amound corresponding to a stanoard amount of analyte, or 
( ii ) each calibrator zone contaiisis calibrator binder, 
the am4)unt of calibrator binder araj the amount of 
calibrator corresponding to a stand^d amount of 
analytel, and 

Reactant* is bound to the calibrator by\transport ing 
Reactant^* through the calibrator zones 

method according to claim 6 , ^^Sb^^^^^e«rz-e d in fe h^ 

flow matrix. 



flow matrix 



lateral 




8 . The method acco 
3 0 that 

a . two or more of the— 
calibrator or bindei' 
the same process f Ic 



claim 6 or. 7, characterized in 



Zl, CZ2 , CZ3 etc. comprising 
for theN:;:alibrator are located in 
w, at least "b^(^^Q of the zones 



\ 
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corresponding to diiiferent standard amounts of analyte, 
and 

:ransport of Reacta]it* for binding to matrix calibrator 
iK the various CZ takes place via this process flow. 

The method according to claim 6 or 7, characterized in 



separateNcalibrator 



0 b, 



zones (CZ) are located in 



separate pVocess fl6w)s, and 

transport Reactapa^^ for binding to calibrator 
in a calibrato^^r zons^CZ occurs via the respective 
process flow . 



10 . The method accordi 
5 characterized in that 

a. the process flow and 
lack a detection zoitie 

b. the complex is formed 
flow lacking a cal 

0 matrix of the same 



to any of claims 8 or 9, 

e process flows, respectively, 
nd 

in >a detection zone in a process 
itirator \pne and being present in a 
tiype as tlsje calibrator zones, 



11. The method according to any of Jslaim^ 1-5, characterized 
in that the matrix is a flow matrix, alnci/ in that, along one 
and the same process flow, there are 

a. one or more calibrator zones (CZ)/, e^h of which 
exhibits a matrix calibrator or /a matr\x: calibrator 
binder, 

b. one or more detection zones, i^one of whici^v coincides 
with any calibrator zone, and in which a Capturer is 
firmly anchored and is either Reactant I or a 
biospecific affinity reactant, which directly 
indirectly is able to bind Reactant I biospecif ic'^ly , 
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an application zone for Reactant*, 
located upstream of said CZ and DZ 



have bee 



idepc 



d. 



which is 

ajld to which 
and 

which is located 




1 . 
ii 



111 



up 2 



of or coinciding with a 



R? 

an aT: 

th a detection zone, 
br coinciding with Aj^*Z 

upstream ofN^^owns 
calibrator 

wherein preferably the zond\pf /application of sample (AgZ) is 

located upstream of both deteczTbdon and calibrator zones, and 
in that Reactant* is added tp Aj^*X.if Reaccant* is not pre- 
deposited, or buffer is addfed to Aj^*^&. if Reactant* is pre- 
deposited, and sample is ^dded to AgZ, d^^ionally premixed 
with Reactant* if AgZ ar^ Aj^*Z concide, sucX^that analyte and 

Reactant* reach DZ at yhe same time, or such tP5^ analyte 
reaches DZ before Reac 

12. The method accqrding to claim 11, citai 

A 

the calibrator zone or zones (KZ) exhibit a calibrator 
binder, and that g^librator is pre-deposited upstream of the 
calibrator zone cfr zones 

13 . The method/ according to claim 11 or ] !; ^--4,:li<anL-^c ' L ' oori ' & ed xji 

trhatr* the proceyfes flow comprises two or more of said 
calibrator zopes. 

14 . The metmod according to claim 11 or 12 ; — oheHraG-tcr-ized , 

A- 

^r^w-that the/^ process flow comprises one or two of said 
calibratoiY zones, and in that the level of analyte in the 
sample is/ obtained by: 

a. having access to one or more separately obtained 
calibrator values, and 
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b. coimparing a calibrator value for a calibrator zone 

(Positive Internal Calibrator = PIC) , being located in 
the\same process flow as said detection zone, with one 
or mO^e of the separately obtained calibrator values, 
5 c. adaptiffig the measurement signal from the detection zone 
to the Ndeviat ion of the measurement signa! for PIC from 
the septate calibrator values, and subsequently 
d, obtaining^ the level of analyte in the sample by 

comparing \the adapted measurement signal from the 
detection zone with one or more of the separately 
obtained calibrator values, 
or vice versa witnv respect to what has been adapted and 
compared in steps c\and d. 



20 




15 3>5 . The method accoro^ing to any of claims 11-14, 
cha^cterized in that 

a. is (i) common t)s^ Ap*Z (= AgZ/Aj^^Z) or (ii) is 
loca^"^ upstream of -?^*Z, and 

b. for alteiimative (i) sa?Knple is premixed with Reactant* 
before it re added to tne common zone AgZ/Aj^^Z, or 

sample is beirW added to Vhe common zone AgZ/Aj^*Z 

containing predeph^ited Rea^tant*, and for alternative 
(ii) sample is addeovto AgZAwhich is located upstream 

of Aj^*Z which in turn 6qmprisd^ predeposited Reactant* 

16. The method according to any \f claims 6-15, 
characterized in that Reactant* has^^ar^icles as analytically 

detectable group , and/or calibrator or x^librator binder 
and/or Capturer, if there is a detection \>^ne , is/are 
30 anchored to the matrix via particles. 
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.7. The method accord 
cliaracterized in that 

Re 



iactant I is an 
anm.body directed 



antibody directed 
antibodV directed 



10 



ng to any of claims 1-16, 
t:he analyte is an antibody directed to 
tant I or to Reactant*, and 
Reactant* is an a:itibody directed to the analyte and 

antigen/hapten, when the analyte is an 
to Reactant 1, and 



ReacVant* is an antigen or a hapten and Reactant I an 



to the analyte, when the analyte is an 
to Reactant* . 



15 



18. The method according to any of claims 1-16, 
characterized in chat the analyte is an antigen, and 

Reactant* and Reactas^it I are antibodies directed to the 
analyte . 

19. The method accordinc^ to any of claims 1-18, 
characterized in that the n^^ethod is performed as a part of 
diagnosing allergy or autoinumane disease. 



2 0i^0. A device fori transforming measured signal values of a 
complexed, analyt JAcally detectable^ reactant (= Reactant*) to 
real amounts of analyte in a sample\ in connection with per- 
forming an analysis\ method which utilizes biospecif ic 
affinity reactions for the determinatioX of the amount of 

25 analyte in a sample, \ to form complexes cotorising Reactant* 
in an amount which is related to the amount\pf analyte in the 
sample, characterized in that the kit exhibits 

a flow matrix in\ which there is an area ofNprocess flow 
for the transporu^ of Reactant*, and that ther^ is m 
30 this area 

i. one or more cJ^alibrator zones (CZl, CZ2 etc 
comprising a talibrator, or binder for the 
calibrator, wmich is firmly anchored to the matrix, 
the amounts ofi calibrator or calibrator binder, 
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'ively , being different for at least two - 
ipr zones , and the calibrator exhibiting 

to which Reactant* is able to bind, 
transported through a calibrator 




(Ap*Z) upstream 



^ 21. The device according to claim 20, eha~Irae-fee2^a^z^c 

10 a calibrator binder is firmly anchored in the matrix and that 
the device comorises calibrator predeposited upscream of the 
calibrator zon^, for example in AgZ . 

4a 22. The device according to claim 20 r ii - ?1 ^ ^u^ ^ir^nf -.f^-rx^^ci in 

K 



15 the device comprises Reactant* predeposited in Ap*Z< 




23. ,The device adcording to claim 2 0 ,^-^ A-. " or 22 7 




^^jctia:ra^ter±2e"d~ m tha 4: the process flow compr±^'e"S ar--d^^t-eo.tJLQi 

^-zon^-JJDZ) which is ^Located downstream of \or coinciding wit}i j 
'20 Aj^^Z^ and comprises a firmly anchored Capturer via whicfP" 

Reactant* can bind to DZ, and a zone of application of sample 
(AgZ) which is locate^d upstream of or j c^jnci'a'es^ v/itli^ saXd'^D'ZT-"^ 

24. The device according to claim 23, c£taj:^^tS¥e-2rdL-z-ed— i-^i^ 

\ ^ 
25 Aj^*Z is located upstream of or downstream of or coincides 

with AgZ, where upstream or downstream locations are 

preferred , 




— JThe^device according to any of claims 23-24, 
30 characters zed^Trn----fe4aa.t_the firmly anchored reactant (Capturer) 

has biospecific affinity tothe'^'aiTaiyt-e^^.or^o an analyte- 
related reactant. ' — — ^ 
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\26. The device according to any of claims 23-24, 

characterized in that the firmly anchored reactant (Capturer) 

has rsiospecif ic affinity to a second reactant which in turn 
has bio^ecific affinity to the analyte or to an analyte- 
5 related reactant . 

27. The deviceSaccording to any of claims 23-26, 
characterized in t1%a^t said one or more calibrator zones are 

located upstream of D^v 
0 

28. The device according ta\any of claims 23-27, 
characterized in that AgZ is looted upstream of all 

calibrator zones. 

5 29. A test kit, characterized in that Ishe kit comprises a 
device according to any one claims 20-28. >v 



30. The kit according to claim 29, ghara ct er ized in that^ the 
kit comprises Reactant*. ^ 



31. The kit according to claim 29 o j- 3 0 , "clia x aTrterxzea 
trirart^the kit comprises calibrator when said device has 
calibrator binder bound to the matrix. 
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